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Medicine specification, which is provided by pharmaceutical manufacturers,
examined and verified by State Food and Drug Administration, is a kind of leaflet
contains the effect, direction for use and dosage of the medicine. It is a major
clinical basis for doctors and patients to use medicine rationally. Because of the
complication of clinical medical science, doctors always apply medicines beyond
the range of the specification according to their expertise and particular cases of
patients. This is what we call off-label use.
What is said on the medicine specification is confirmed by numerous
researches and experiments of the manufacturers, and examined and verified by
relevant departments of the country. In comparison with that, off-label use is more
risky. In consideration of the limitation, information delay, clinical diagnosis and
other elements, off-label use, however, seems necessary at the same time. Here
comes the question. How to distribute responsibility when medical damage is
caused by off-label use? What elements have to be considered by the court when
proceeding a case? How to judge if the drug use instructed by the specification is
faulty?
After deeply analyze the cases, several viewpoints are summarized as follows.
(1) Off-label use has certain reasons and its relevant legal basis to exist. Proper
off-label use should be supported. (2) When medical damage is caused by off-label
use, Tort Liability Law has to be referred to. The judgment of if drug use
suggested by the specification is faulty is to be emphasized, the standard of which
is whether medical treatment duty (rational drug use duty included) and explaining
obligation are fulfilled. (3) Off-label use is risky to both doctors and patients. The
application of it should be standardized.
The whole article is divided into three chapters. In chapter 1, Introduction of
Off-label Use, definition, category of off-label use as well as the reason why it
























as Civil Legal Liability of Off-label Use, cases are analyzed. Relevant issues of
civil legal liability of medical damage caused by off-label use are discussed. The
last chapter entitled as Standard of Off-label Use in China illustrates how to
regulate off-label use in our country by legislative regulation, medical institution
management and medical academic institutions.
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